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DETAILED ACTION 
Election/Restrictions 

1 . Applicant's election with traverse of the restriction in the reply filed on 3/1 1/09 is 
acknowledged. The traversal is on the ground(s) that the cited references do not teach 
a special technical feature of the Invention - a resorbable Implant material comprising, 
inter alia, a resorbable base glass matrix that does not require high energy particle 
irradiation to convert one or more stable isotopes into radioactive isotopes. Rather, the 
cited references require neutron activation to convert isotopes into radioactive isotopes. 

2. This Is not found persuasive because the Glajch et al. reference 6,455,02461 
states that the radionuclide is distributed substantially uniformly throughout the 
inorganic material (i.e. amorphous or glass state) (column 3, lines 33-35; column 5, 
lines 13-25). Example 2 and example 4 teach of the inclusion of ^^P and ^°Sr into a 
glass phosphate particle, respectively, without the high energy particle Irradiation 
(column 12, lines 8-24 and 49-50). The Glajch et al. reference 6,455,02461 also states 
the radionuclide is activated by neutron bombardment prior to formation of the particle 
and that materials which are initially nonradioactive can be subjected to neutron 
Irradiation, thus producing a beta-emitting radioisotope (column 4, lines 65-67 [34]; 
column 4, lines 5-7). Co-preclpltation would be preferred for Incorporation of the 
radionuclide as a part of the particle throughout the matrix of the particle (column 9, 
lines 19-33 and 56-62). The requirement is still deemed proper and is therefore made 
FINAL. 
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3. Claims 21 -35 are withdrawn from further consideration pursuant to 37 CFR 

1 .142(b), as being drawn to a nonelected groups II and III, there being no allowable 
generic or linking claim. Applicant timely traversed the restriction (election) requirement 
in the reply filed on 3/1 1/09. 

Claim Rejections - 35 USC §112 

4. The following is a quotation of the second paragraph of 35 U.S.C. 1 1 2: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

5. Claims 12 and 13 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. It is unclear as to what constitutes "an amount 
effective for radiation synovectomy of arthritis" or "an amount effective for radiation 
therapy of a tumor" as the specification does not provide any guidance to distinguish the 
amounts necessary for the two distinct treatments. 

Claim Rejections - 35 USC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
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only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

7. Claims 1-4,11 and 15-20 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Glajch et al. (US 6,455,024 B1). 

8. Glajch et al. (US 6,455,024 B1 ) teaches of a particle/implant which is in a glass 
state and is comprised of silicas, phosphates, etc., such as calcium phosphate (column 
5, lines 12-25 and 55-60) and radionuclides, such as ^°Y, ^^P, ^^P, ^°Sr (column 3, lines 
22-35; column 5, lines 62+; examples 1-4). The phosphate may include a nitrogen rich 
layer containing up to 12 wt % nitrogen and the radionuclide may be distributed 
substantially uniformly throughout the inorganic material where the radionuclide of 
interest may be contacted with the particle via co-precipitation and therefore does not 
need or require high energy particle irradiation to convert one or more stable isotopes 
into radioactive isotopes (column 3, lines 22-35; column 4, lines 65-67; column 5, lines 
45-53; column 9, lines 19-28). Co-precipitation is the process in which the radionuclide 
in a soluble form is intimately mixed with a soluble precursor of the inorganic material. 
The radionuclide and the inorganic materials are made to concurrently precipitate by 
means of changing the solvent, adding a precipitating solvent in which the radionuclide 
and inorganic materials are not soluble, etc. (column 9, lines 56-62). The particles of 
the disclosure are encapsulated within a biocompatible material/nonconductive delivery 
vehicle, such as polyethylene terephthalate (PET) and may be used for the method of 
treating a tumor (i.e. brachytherapy) (column 1, lines 9-16; column 4, lines 9-14 and 47- 
50). 
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9. It is respectfully pointed out that instant claims 1-4,1 1 and 15-20 are product-by- 
process limitations. Even though product-by-process claims are limited by and defined 
by the process, determination of patentability is based on the product itself. The 
patentability of a product does not depend on its method of production. If the product in 
the product-by-process claim is the same as or obvious from a product of the prior art, 
the claim is unpatentable even though the prior product was made by a different 
process. In re Thorpe, 777 F.2d 695, 698, 227 USPQ 964, 966 (Fed Cir. 1985). See 
MPEP 2113. 

10. Claims 1-3,6,7,1 1-13,15 and 17 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Wong et al. (US2004/0131543A1). 

1 1 . Wong et al. (US2004/01 31 543A1 ) teaches of particles/microsphere 
radiopharmaceutical macroaggregates comprising a metal and one or more radioactive 
isotopes and which have sufficient radioactivity (p2, [0014]). The particles may be glass 
microspheres where the non-radioactive metal (i.e. Ca or Gd) and one or more 
radioactive isotopes are adsorbed by the glass material (p2-3, [0017]). The 
microsphere radiopharmaceutical macroaggregates are used for MRI, methods for the 
locoregional treatment of abnormal tissue (i.e. tumor, synovial tissue) and for 
acupuncture therapy of rheumatoid arthritis (p3, [0018] and [0022]; p4, [0037]; p10, 
[0076]; p11, [0079]). The microsphere radiopharmaceutical macroaggregates are 
prepared via coprecipitation of phytate (Inositol hexaphosphate) a non-radioactive 
cation, a radionuclide cation (^°Y) and a radionuclide anion (^^""Tc) (p6, [0053]). The 
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radiopharmaceutical macroaggregates liave radioactivity levels of about 1 microcurie to 
about 500 mCi (p8, [0064]). 

12. It is respectfully pointed out that instant claims 1-3,6,7,11-13,15 and 17 are 
product-by-process limitations. Even though product-by-process claims are limited by 
and defined by the process, determination of patentability is based on the product itself. 
The patentability of a product does not depend on its method of production. If the 
product in the product-by-process claim is the same as or obvious from a product of the 
prior art, the claim is unpatentable even though the prior product was made by a 
different process. In re Thorpe, 777 F.2d 695, 698, 227 USPQ 964, 966 (Fed Cir. 
1985). See MPEP 2113. 

Claim Rejections - 35 USC § 103 

1 3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

14. Claims 1-5,8,10-16 and 18-20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Glajch et al. (US 6,455,024 B1) in view of Day et al. (US 5,01 1 ,797). 

1 5. Glajch et al. (US 6,455,024 B1 ) discloses a particle/implant which is in a glass 
state and is comprised of silicas, phosphates, etc., such as calcium phosphate (column 
1, lines 8-16; column 5, lines 12-25 and 55-60) and radionuclides, such as ^°Y, ^^P, ^^P, 
®°Sr (column 3, lines 22-35; column 5, lines 62+; examples 1-4). The phosphate may 



Application/Control Number: 1 0/531 ,996 Page 7 

Art Unit: 1618 

include a nitrogen rich layer containing up to 12 wt % nitrogen and the radionuclide may 
be distributed substantially uniformly throughout the inorganic material where the 
radionuclide of interest may be contacted with the particle via co-precipitation and 
therefore does not need or require high energy particle irradiation to convert one or 
more stable isotopes into radioactive isotopes (column 3, lines 22-35; column 4, lines 
65-67; column 9, lines 19-28). Co-precipitation is the process in which the radionuclide 
in a soluble form is intimately mixed with a soluble precursor of the inorganic material. 
The radionuclide and the inorganic materials are made to concurrently precipitate by 
means of changing the solvent, adding a precipitating solvent in which the radionuclide 
and inorganic materials are not soluble, etc. (column 9, lines 56-62). The 
particles/implants of the disclosure are encapsulated within a biocompatible 
material/nonconductive delivery vehicle, such as polyethylene terephthalate (PET) and 
may be used for the method of treating a tumor (I.e. brachytherapy) (column 1 , lines 9- 
16; column 4, lines 9-14 and 47-50). The implants may be administered parenterally 
(column 1, lines 8-16). Glajch et al. does not disclose the total radioactivity of the 
isotopes or the amount used for radiation therapy of a tumor or for radiation 
synovectomy of arthritic joints. 

16. Glajch et al. discloses that the amount of radionuclide present in terms of wt % 
will depend on a number of issues: radionuclide chosen, amount of radioactivity 
required, etc. and can be calculated to provide for the activity required to treat a given 
tumor volume (Glajch et al. column 6, lines 14-28). Therefore, at the time of the 
invention it would have been obvious to one skilled in the art to provide the 
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particles/implants in an amount effective of a radionuclide for radiation therapy of a 
tumor, such as curies of total radioactivity since Glajch et al. teaches that the 
particles/implants are used for the method of treating a tumor. 

1 7. The calcium phosphate glass particles/implants of Glajch et al. encompasses the 
calcium phosphate resorbable Implant of the disclosure and thus are capable of the 
same functions and have the same properties, such as calcium to phosphate ratio from 
about 0.33 to about 1 .67. 

18. Day et al. (US 5,01 1 ,797) discloses novel biodegradable and biologically 
compatible glass microspheres, such as lithium silicates, etc. for radiation synovectomy 
of arthritic joints which comprises a radionuclide, such as samarium-153 (column 1, 
lines 9-13; column 8, lines 25-38). 

1 9. At the time of the invention it would have been obvious to one ordinarily skilled in 
the art that the silicate particles of Glajch et al. are capable of providing an amount 
effective of a radionuclide for radiation synovectomy of arthritis as the disclosures of 
Glajch et al. and Day et al. are drawn to the same utility, such as silicate glass particles 

comprising radionuclides. 

20. It is respectfully pointed out that instant claims 1 -5,8,1 0-1 6 and 1 8-20 are 
product-by-process limitations. Even though product-by-process claims are limited by 
and defined by the process, determination of patentability is based on the product itself. 
The patentability of a product does not depend on its method of production. If the 
product in the product-by-process claim is the same as or obvious from a product of the 
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prior art, the claim is unpatentable even though the prior product was made by a 
different process. In re Thorpe, 777 F.2d 695, 698, 227 USPQ 964, 966 (Fed Cir. 
1985). See MPEP 2113. 

21. Claims 1-5,8-11,13-16 and 18-20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Glajch et al. (US 6,455,024 B1) in view of Gilchrist et al. (US 
6,143,318). 

22. Glajch et al. (US 6,455,024 B1 ) discloses a particle/implant which is in a glass 
state and is comprised of silicas, phosphates, etc., such as calcium phosphate (column 
5, lines 12-25 and 55-60) and radionuclides, such as ®°Y, ^^P, ^^P, ^°Sr as well as that 
stated above. Glajch et al. does not disclose the inclusion of selenium. 

23. Gilchrist et al. (US 6,143,318) discloses that soluble phosphate glasses are 
biocompatible and can incorporate inorganic metals such that a sustained release of the 
metals can be provided at a wound site (column 1 , lines 25-37) or that selenium may be 
included into controlled release glasses to provide a bactericidal benefit to promote 
wound healing (abstract; column 1, lines 46-63). 

24. At the time of the invention it would have been obvious to one skilled in the art to 
include selenium in a glass phosphate implant, such as that of Glajch et al. to provide a 
bactericidal benefit at the implantation site of the particles/implants of Glajch et al. as 
both disclosures are drawn to the same utility, such as biocompatible resorbable 
phosphate glass implants. 



Application/Control Number: 1 0/531 ,996 Page 1 0 

Art Unit: 1618 

Conclusion 

No claims are allowed at this time. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MELISSA PERREIRA whose telephone number is 
(571)272-1354. The examiner can normally be reached on 9am-5pm M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Hartley can be reached on 571-272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 

/Melissa Perreira/ 
Examiner, Art Unit 1618 
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